United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
I nilid Stall-, l'atint and Trademark Office 

Address: COMMISSIONER FOR PATENTS 



APPLICATION NO. 



I0/HI2.29H 



FILING DATE 



O.V2V200-I 



FIRST NAMED INVENTOR 



Matthieu Guitton 



41244 7590 08/05/2008 

KEVIN M. FARRELL, PIERCE ATWOOD 
ONE NEW HAMPSHIRE AVENUE, SUTIE 350 
PORTSMOUTH, NH 03801 



ATTORNEY DOCKET NO. CONFIRMATION NO. 



AUR-2001US01 



KIM, JENNIFER M 



PAPER NUMBER 



DELIVERY MODE 



Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 



PTOL-90A (Rev. 04/07) 



l/ffflrC? nVrliUli Otfff Iff ids y 


Application No. 

10/812,298 


Applicant(s) 

GUITTON ET AL. 


Examiner 

Jennifer Kim 


Art Unit 

1617 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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DETAILED ACTION 

The amendment filed April 15, 2008 have been received and entered into the 
application. 

Action Summary 

The rejection of claims 2-9 under 35 U.S.C. 112, first paragraph (scope 
enablement) is hereby expressly withdrawn in view of Applicants' amendment. 

The rejection of claims 1 and 4-9 under 35 U.S.C. 112, first paragraph (scope 
enablement) is hereby expressly withdrawn in view of Applicants' amendment. 

The rejection of claims 1-9 under 35 U.S.C. 103(a) as being unpatentable over 
Tabuchi et al. (2002) in view of Donovan (U.S. Patent No. 6,265,379 B1) is being 
maintained for the reasons stated in the previous Office Action. However, the rejection 
is modified in this Office Action to exclude canceled claims. 

Response to Arguments 

Applicants' arguments filed April 15, 2008 have been fully considered but they 
are not persuasive. Applicants argue that Tabuchi et al. do not teach that the 
ischemic/reperfusion model that they used cause a damage to nerve cells by 
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excitotoxicty or that NMDA antagonists used in their work exerted their effect by 
blocking NMDA receptors. Applicants further argue that Tabuchi et al. teach against 
the present invention by teaching that ketamine is effective in their system by working 
via a pathways other than NMDA-receptor inhibition. This is not found to be persuasive 
because instant method is drawn to a method step of administration of the active agent, 
ketamine. Therefore, the employment of the ketamine is at issue. Tabuchi et al. teach 
that ketamine is effective providing protection against ischemia reperfusion injury to the 
cochlea. Applicants' argument that ketamine is effective in Tabuchi et al. by working 
via a pathways other than NMDA-receptor inhibition, does not change the same 
compound, ketamine is taught to have the relevant chemical/physical characteristic of 
having the protection against ischemia reperfusion injury to the cochlea. The 
mechanism by which the active ingredient gives the pharmacological effect does not 
alter the fact that the compound has been previously used to obtain the same 
pharmacological effect (protection against ischemic injury to the cochlea) which would 
result from the claimed method. The patient, condition to be treated and the effect are 
the same. An explanation of why that effect occurs does not make novel or even 
unobvious the treatment of the conditions encompassed by the claims. 

Applicants argue that Tabuchi et al. do not teach that ketamine can be used for 
the treatment of disease states induced by cochlear excitotoxicty and treated by NMDA- 
receptor inhibition as presently claimed. This is not found to be persuasive because 
that Tabuchi et al's conclusion that NMDA receptor antagonism alone did not protect the 
cochlear from the injury does not completely eliminate the physical/chemical 
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characteristic of the NMDA receptor antagonism of ketamine itself. In this case, the 
same active substance is taught by the reference. Therefore, the same active 
substance taught by the reference would have the properties of NMDA receptor 
antagonistic activity. It discuses the same chemical compound, ketamine. It must 
possess the NMDA antagonistic property as claimed because it is one and the same 
compound. Applicants argue that Donovan does not provide an unambiguous relation 
to the disorder "tinnitus" since only a small portion of animals suffering from hypoxia 
ischemia model as used by Donovan also exhibit tinnitus. This is not found to be 
persuasive because Donovan teaches that tinnitus, particularly inner ear tinnitus is due 
to cochlear nerve dysfunction. Therefore, it would have been obvious to one of ordinary 
skill in the art to employ ketamine for the treatment of tinnitus induced by cochlear 
excitotoxicty provoked by ischemia because Tabuchi et al. teach the protective effect of 
ketamine in cochlear injury/dysfunction due to ischemic-reperfusion and because 
tinnitus is a disorder of cochlea as taught by Donovan. Thus, the claims fail to 
patentably distinguish over the state of the art as represented by the cited references. 



Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 
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Claims 1 and 4-9 are rejected under 35 U.S.C. 103(a) as being unpatentable 
overTabuchi et al. (2002) in view of Donovan (U.S. Patent No. 6,265,379 B1). 

Tabuchi et al. teach that ketamine has protective effect against cochlear 
dysfunction induced by transient ischemia, (title). Tabuchi et al. teach that ketamine 
has protective effect against ischemia-reperfusion injury of the cochlea, (abstract). 
Tabuchi et al. teach that ketamine was administered intravenously, (page 45, left-hand 
column #1). 

Tabuchi et al. do not expressly teach the treatment of tinnitus in human, site of 
local administration set forth in claims 5 and 6, and duration of cochlear excitotoxicty set 
forth in claims 7-9. 

Donovan teaches that tinnitus, particularly inner ear tinnitus is due to cochlear 
nerve dysfunction, (column 2, lines 54-55). Donovan teaches local administration for 
the treatment of tinnitus includes injection, (column 5, lines 62-67). 

It would have been obvious to one of ordinary skill in the art to employ ketamine 
for the treatment of tinnitus induced by cochlear excitotoxicty provoked by ischemia 
because Tabuchi et al. teach the protective effect of ketamine in cochlear 
injury/dysfunction due to ischemic-reperfusion and because tinnitus is a disorder of 
cochlea as taught by Donovan. One would have been motivated to employ ketamine 
for the treatment of tinnitus in order to achieve an expected benefit of protection against 
cochlear damage due to ischemic-reperfusion resulting tinnitus well known condition 
due to cochlear dysfunction by Donovan. Further, it would have been obvious to one of 
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ordinary skill in the art to employ ketamine for the treatment of tinnitus in human 
because it is next logical step next to Tabuchi et al's successful ketamine treatment 
against protection of cochlear injury due to ischemic-reperfusion. One would have been 
motivated to employ ketamine in human suffering from tinnitus in order to achieve an 
expected benefit of protection of cochlea in vivo experimentation demonstrated by 
Tabuchi et al. With regard to determining the duration of the disease states set forth in 
claims 7-9 is obvious because it is a part of routine medical examination/diagnosis to 
find out the severity of the disease state and to determine optimum medical care that is 
necessary. Further, the affected loci within the inner ear membrane to be administered 
is obvious because tinnitus occurs in inner ear, therefore, one of ordinary skill in the art 
would directly to, in or to the vicinity of the inner ear in order to optimize the protection of 
cochlear damaged by ischemic-reperfusion. Thus, the claims fail to patentably 
distinguish over the state of the art as represented by the cited references. 

None of the claims are allowed. 

THIS ACTION IS MADE FINAL. Applicants are reminded of the extension of 
time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jennifer Kim whose telephone number is 571-272-0628. 
The examiner can normally be reached on Monday through Friday 6:30 am to 3 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreenivasan Padmanabhan can be reached on 571-272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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